
8. 510(k) Summary SE~621
SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of 5l1O(k) safety and effectiveness information is being submitted in
accordance with the requirements of 2l CFR 807.92(c).

Submitted by:
Chestnut Medical Technologies, Inc., an ev3 Company
1 73 Jefferson Drive
Menlo Park, CA 94025
Tel.: (650) 566-0057
Fax: (650) 566-0072

Contact Person: Daniel Cher, M.D.

Date summary prepared: May 12, 2011

Trade Name: MarksmanTM Catheter

Common Name: Catheter

Classification Name: Catheter, Continuous Flush (21 CFR 870.12 10, Product Code
KR1A)

Device Description:

The MarksmanTM Catheter is a variable stiffness, single lumen catheter designed to
access small, tortuous vascular areas. The outer surface of the catheter's distal segment is
coated with a hydrophilic material to provide lubricity during use. The catheter also
incorporates a PTFE liner to facilitate movement of introduction devices passed through
its lumen. The MarksmanTM Catheter has a radiopaque marker at the distal tip to facilitate
fluoroscopic visualization. The distal tip of the catheter is shapeable. The MarksmanTM
Catheter is provided with various working lengths. The MarksmanTM Catheter is for
single use only.

Indications for Use:

The MarksmanlM Catheter is indicated for the introduction of interventional devices and
infusion of diagnostic or therapeutic agents into the neuro, peripheral and coronary
vasculature.
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Substantial Equivalence Determination

The information presented in this Special 51l0k shows that the MarksmanTM Catheter with
the alternative Biocoat TMcoating is substantially equivalent to the predicate MarksmanTM
Catheter in regards to the following aspects:

Design: SAME: The subject and predicate device are substantially
equivalent with respect to design characteristics.

Function: SAME: The subject and predicate device are substantially
equivalent with respect to functional characteristics.

Manufacturing: The subject and predicate device are the same with respect to
technological manufacturing processes with the exception of the
hydrophilic coating.

Materials: The subject and predicate devices are composed of exactly the
same materials, with the exception of the hydrophilic coating. All
the materials have an extensive clinical history of safe use in
medical devices.

Indications: SAME: The subject and predicate device maintain the same
indication.

Packaging: SAME: The subject and predicate devices utilize the same
packaging configurations.

Sterilization: SAME: The subject and predicate devices are both sterilized
utilizing the same Ethylene Oxide sterilization cycle validated in
accordance with ISO 11135 - Medictil Devices - Validation and
Routine Control of Ethylene Oxide Sterilization.

Labeling: SAME: Both the subject and predicate devices have the same
labeling.

Shelf life: SAME: The subject and predicate device maintain the same shelf
life indication.

Biocompatibility: SAME: Biocompatibility testing of the MarksmanTM Catheter was
performed according to the relevant sections of standard EN ISO
10993-1: 2009. Tests were performed by Toxikon (Bedford, MA),
a laboratory certified to EN/ISO/IEC 17025:2005 (Title: Genera!
Requirements for the Competence of Testing and Calibration
Laboratories). When evaluated according to the above listed
biocompatibility standards, the MarksmanTM Catheter utilizing the
alternative hydrophilic BiocoatTM is not toxic (local or systemic),
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sensitizing, locally irritating or otherwise harmful. All test results
obtained were acceptable for the device's intended use. The
MarksmanTM Catheter with BiocoatTM coating meets the
requirements for biocompatibility. The BiocoatM coating is a
widely used coating in the industry Micro Therapeutics, lnc./ev3
Inc.'s Rebar Micro Catheter's coating (Ref. 510OK # K993672) &
(Ref Special 5 10k # KOO I 966-Rebar Micro Catheter).

Risk: SAME: A risk evaluation was conducted to show that no new risks
were identified and that the safety and effectiveness profile is
similar to the well]-established predicate device cleared for the
market. As an alternative coating, Biocoat T M, the team has
determined that no new risks have been identified. This well-
established coating is currently used by many of our products for
the same purpose and confirmatory tests show there we no new
risks specifically associated with coating of the MarksmanTM
Catheter.

Safety and SAME: Verification testing for changes implemented in the
Performance MarksmanTM Catheters included dimensional inspection, material
Verification and component verification, access/tractability /coating durability,
Tests: and particulate testing. These tests yielded acceptable results

substantially equivalent to the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES PltiCci sCr'ice

1',,Id~u 19,ti \JlllhnsL,,1w

S~~~ DIc 0pig vII (993 mOli

c/o Dr. Daniel Cher
\/ice Plresi dentc Cl~iiical anti Reuiulatorv A flairs
173) .1eflerson Driv\e ?
i Cnlo Park. CA 94\02 95

Re: K 1 11490
'hadc/I)e vi ce N ame: MarksmianT11i Cathe ter

Re"Lulatien Number 21 CFR 870.12 10
lCeuulatienl NaiveC: Continuou10Ls flulsh catheter*
Rc-uLlaorv Class. 1
Produ ct Co d e: KR<A
Dated: Aun=ust. 25,.2011
Recei ved: Auust t26, 201 1

Dear Dr. Cher:

\Wc rave reviewed your1 Section 5 10(k) premarket. nod f'icati on 01>intent to market the device
re ferenced above anld have det~ermined the device is substantial 15' etItivaIlnt (f'or the indlications
for Uise stated inl the eclosure) to legallIy marketed predicate devices marketed inl i rleistate
cornmerce pr ior to NIax' 28. 1976, the enactmentI date of the Mvedical Device Aimendmen ts, or to
devices that havd been reclassified inl accordance with the provisions of the F-ederal Food. Drug.,
and Cosmveti c Act (A\ct) that tdo not require approval of a preniarket approval application (PMA).
YOU may', there fore, market the device, subjebi to the general controls provisions offthe Act. The
g"leeral controls provisions of the Act inludII~e retluir-eents for- annual rettistr-ation. listing Of'
tdev ices, ('0td m1anlufacturing practice. labeling, and prohibitions against ivisbrandi ng anti
a(IterCIation. P'lease note: CDRL1-J does not evaluiate in formation related to contract liability
warranties. We rem ild you. however, that tdevi ce labeling Ma tst be trth IftrlI anld not1 i is leatlntz

If your device is classiifled (see above) into either class 11 (Special Controls) or class IEl (PN4IA). it
mlay be sul ' ec t to additional c ie Ios. Existing. maj or regulatiens a fkcti ng ye Ur device can be
fOuntid inl the CedeC Of Federal Regul-1ations, Title 2 1, Parts 800 to 898. Ini add ition,. FDA may
publish Further announcements concerning your device inl the Federal Register.

['lease be ad viseti that FIDA' s issuance of a s tibs tant i aIe t~i valC n-C ermiationl does not1 mleanl
that FIDA has matte a tieterm inationl that y our1 tCievce cc Mp ies Wvith otherl ICCIL rl~eents ofLthe Act
or any Fedei-al statutes and regulations adimin istered bv other F-etera I agenicies. You mu Lst

comply allte the Act'sistration anti listing (2 1
cmkwith r C editir 1eents. includingu, butntliie t:c

CIF 1 Part. 807); labeling (21I CF R Part 801): ivetdical tievice rep~orti ng (reporting of metiical



Pac-e 2 - Dr. Daniel (11cr

dcvi cc-ciated ad verse e vcnts) (21I Ci? It 03); good runu LIct LIring I)LIICC IGCj LI iL)Cfl 15 aIS set
Forth in the ClUall i vSx'Cse (QS) rCtilaion (21 CU'R Part 820); and ifapplicabl. ite elecuronic
producet rait ion con ito I ) 'iiis (Sections 5310-42 a F hc Act) 21 CUR I 00- I50.

if NO LI des ire spcCIhe advice lor your device on ON laPILbeling regtilttion (21 C FR Part SO0I)Y please
go to hI :/WW kidl. (-o v/A boti iF DA/Cc eirsC Ili ces/C ID RI-i/CD1 RI-lbFies0~ 11 C/I nI15809. han lo
the Center lotr Devices and Radiological I-I al:fs (CD)RI-') 001-cc oF Comnpliance. Also, pilease
note the regul~tiioi entitled, "N'isbranding by reference to preinarket notification" (21CUR Part
807.97). For q~uestiors regardling the reporting orFadverse events UIi der the N%'!f DR reglation (21I
CUR Part 803): please go to

h ip /A~vv. I~. o /N'cdi alDci cs/a ct/Rcora~ob cin/c authi n r the CD RI' Office
ofurveillance and B~iomretrics/Division of Postmnarket Stirveillanrc.

YOU may obtain other genera in Formuation on your responsibilities underC the Act From11 the
Division of Small MarnufActrrers, International and Conuer Assistance at its toll-fre ntimbcri
(800) 638-2041 or (301) 796-7100 or at its Internect address

hit :/wx. Id. cy/Mdica Dci cs/Reo ucesForYou/ Ild tisirV/de i ll tt Ilt In.

I13 i-am 1). - Irkerian. NI. 0.
Director
Division of Cardiovascular Devices

Of'fice of I~cevice EVal waLri
Center for Devices and Radological H-eal th

Eric losui



Indications for Use

510(k) Number (if known): N'1 ~f0

Device Name: MarksmanTM Catheter.

Indications for Use:

The MarksmanTM Catheter is indicated for the introduction of interventional devices and
infusion of diagnostic or therapeutic agents into the neuro, peripheral and coronary
vasculature.

Prescription Use __X AN/R Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisi n Sign-Off) Page I of I

Divisi n of Cardiovascular Devices

51O0(k) Number±LL~-
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